REMARKS 



In response to the Office communication mailed December 27, 2006, Applicants submits 
this amended Response. Although the Examiner rejoined claims 2 and 6-16 in the Office Action 
dated March 21, 2006, Applicants elect to cancel these claims. The status identifiers in the 
above-amendments are therefore proper. 

The Office Action dated March 21, 2006 ("Office Action") has been received and noted. 
Claims 1-16 and 30 were examined. Claims 1-16 and 30 were rejected. Claims 2, 6-16 were 
rejoined by the Examiner. Claims 2, 6-16 are canceled by Applicants. Claims 1, 3-5 and 30 are 
amended. Support for the amendments can be found in, for example, pages 18 and 19 of the 
Application. As such, no new matter has been added. Applicants respectfully request 
reconsideration of the claims in view of the above-amendments and the following remarks. 

Applicants would like to express their appreciation to the Examiner for promptly 
responding to inquiries made by Applicants with respect to the Office Action. 

The Examiner states that the Applicants cannot rely upon the foreign priority papers to 
overcome rejections because the translation of the foreign priority documents has not been made 
of record in accordance with 37 C.F.R. 1.55. Applicants herein enclose a certified copy of an 
English language translation of Korean Application No. 10-2002-0003184. 

The Examiner rejects the incorporation by reference of GenBank U80456 because protein 
and nucleic acid sequences that are an essential part of the invention must be disclosed by 
sequence. In response, Applicants state that Mr. Hanguan Liu of NCBI was contacted and stated 
that U80456 was first released into the GenBank public database on May 2, 1997 and was 
updated once on July 8, 1997. Following a comparison of the May 2, 1997 entry and the July 8, 
1997 entry, Applicants found that there is no difference between the two sequences. Absent a 
specific inquiry regarding date of conception, the earliest priority date is January 19, 2002 based 
on Korean Application No. 10-2002-0003184. Thus, Applicants respectfully submit that 
GenBank U80456 can be incorporated be referenced. (See email correspondence from Jason Lee 
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to Steve De Klerk dated September 13, 2006 and accompanying attachments, attached in the 
original Response as Exhibit A). Accordingly, Applicants respectfully request withdrawal of this 
rejection. 

The specification was objected to for the misspelling of "alanine" and "arginine" on page 
18, line 13. Appropriate correction has been made. 

Claim 15 and the Specification were objected to for failure to comply with 37 C.F.R. § 
1.821(d). Applicants herein submit a substitute Sequence Listing including 20 SEQ ID NOs in 
computer-readable format (CRF) and a corresponding paper copy. Support for the substitute 
Sequence Listing can be found in, for example, page 11, lines 21-22 of the Application. As such, 
no new matter has been added. Applicants request entry of the substitute Sequence Listing in 
CRF and paper copy. The Specification has been amended to comply with the substitute 
Sequence Listing. 

Claims 1-16 and 30 were objected to due to various informalities. Appropriate correction 
has been made to the pending claims. 

I. Claims Rejected Under 35 U.S.C. § 101 

Claims 1-4 and 30 were rejected under 35 U.S.C. § 101 as being directed to non-statutory 
subject matter according to the Examiner. Claim 2 is withdrawn. Amended claim 1 reads "[a] 
peptide comprising SEQ. ED NO.:l derived from human transcription factor SEM2 beginning at 
the 558th marker of human transcription factor SIM2 and ending at the 566th marker of human 
transcription factor SIM2, wherein the peptide is capable of transducing a biologically active, 
functional or/and regulatory molecule into prokaryotic cells or eukaryotic cells." Amended claim 
30 reads "[a] method of transducing a peptide into a prokaryotic or eukaryotic cell comprising 
preparing a peptide construct comprising SEQ. ID NO.:l derived from human transcription factor 
SEM2 beginning at the 558th marker of human transcription factor SIM2 and ending at the 566th 
marker of human transcription factor SIM2, wherein the peptide includes a biologically active, 
functional or/and regulatory molecule; and delivering the peptide construct in vivo to a subject 
through administration routes comprising intramascular, intraperitoneal, intravein, oral, nasal, 
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subcutaneous, intradermal, mucosal and inhalation routes." The term "derived" recites a 
limitation of the "hand in man" indicating that the claimed peptide is isolated and/or purified. 
Dependent claims 3-4 depend on independent claim 1 and therefore include all of its limitations. 
Applicants respectfully submit that the amendments overcome the Examiner's rejection. 

II. Claims Rejected Under 35 U.S.C $ 112, first paragraph 

Claims 1-16 and 30 were rejected under 35 U.S.C. § 112, first paragraph for failing to meet 
the enablement requirement according to the Examiner. Amended claim 1 reads "[a] peptide 
comprising SEQ. ID NO.:l derived from human transcription factor SIM2 beginning at the 558th 
marker of human transcription factor SM2 and ending at the 566th marker of human 
transcription factor SIM2, wherein the peptide is capable of transducing a biologically active, 
functional or/and regulatory molecule into prokaryotic cells or eukaryotic cells." Amended claim 
30 reads "[a] method of transducing a peptide into a prokaryotic or eukaryotic cell comprising 
preparing a peptide construct comprising SEQ. ID NO.:l derived from human transcription factor 
SIM2 beginning at the 558th marker of human transcription factor SIM2 and ending at the 566th 
marker of human transcription factor SIM2, wherein the peptide includes a biologically active, 
functional or/and regulatory molecule; and delivering the peptide construct in vivo to a subject 
through administration routes comprising intramascular, intraperitoneal, intravein, oral, nasal, 
subcutaneous, intradermal, mucosal and inhalation routes." The Examiner is on record for stating 
that the specification is enabling for a peptide comprising the amino acid sequence of SEQ. ID 
NO.: 1, but has stated that the specification is not enabling for claims which include the term 
"active fragments". (Office Action, p. 5, 6) Claims 1, 3-4 and 30 no longer contains the term 
"active fragments". Amended claim 5 reads "[a] recombinant expression vector comprising a 
DNA sequence encoding a peptide comprising SEQ. ID NO.:l derived from human transcription 
factor SIM2 beginning at the 558th marker of human transcription factor SIM2 and ending at the 
566th marker of human transcription factor SM2." The Examiner is on record for stating that the 
specification is enabling for a recombinant expression vector consisting of SEQ. ID NO.:l, but 
has stated that the specification is not enabling for claims for other limitations in claims 5, 6, 9, 
10-11, 14-16. (Office Action, p. 8) Those limitations and/or claims of which the Examiner rejects 
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have been canceled and/or withdrawn. Accordingly, Applicants respectfully submit that claims 1, 
3-5 and 30 satisfy the enablement requirement of 35 U.S.C. § 112, first paragraph. 

III. Claims Rejected Under 35 U.S.C. $ 112, first paragraph 

Claims 1-16 and 30 were rejected under 35 U.S.C. § 112, first paragraph for failing to 
meet the written description requirement according to the Examiner. Amended claim 1 is drawn 
to a single species, i.e., "[a] peptide comprising SEQ. ED NO.:l derived from human 
transcription factor SIM2 beginning at the 558th marker of human transcription factor SIM2 and 
ending at the 566th marker of human transcription factor SIM2." Amended claim 30 is drawn to 
a single species, i.e., "[a] method of transducing a peptide into a prokaryotic or eukaryotic cell 
comprising preparing a peptide construct comprising SEQ. ID NO.:l derived from human 
transcription factor SIM2 beginning at the 558th marker of human transcription factor SEM2 and 
ending at the 566th marker of human transcription factor SM2." Claims 1, 3-4 and 30 no longer 
contains the term "active fragments," of which the Examiner views as being directed to 
additional species. In addition, amended claim 5 is drawn to a single species, i.e., "[a] 
recombinant expression vector comprising SEQ. ID NO.:l derived from human transcription 
factor SIM2 beginning at the 558th marker of human transcription factor SIM2 and ending at the 
566th marker of human transcription factor SIM2." Limitations and/or claims of which the 
Examiner rejects as being directed to additional species in claims 5, 6, 9, 10-11, 14-16 have been 
withdrawn and/or canceled. Accordingly, Applicants respectfully submit that claims 1,3-5 and 30 
satisfy the written description requirement of 35 U.S.C. § 1 12, first paragraph. 

IV. Claims Rejected Under 35 U.S.C. § 112, second paragraph 

Claims 1-16 and 30 were rejected under 35 U.S.C. § 112, second paragraph for being 
indefinite according to the Examiner. Amended claims 1 and 30 claim a specific peptide derived 
from SEQ. ID NO.:l comprising an amino acid sequence beginning at the 558th marker of SEQ. 
ED NO.:l and ending at the 566th marker of SEQ. ID NO.:l. Dependent claims 3-4 depend on 
independent claim 1 and therefore include all of its limitations. Amended claim 5 claims a 
specific recombinant expression vector comprising a DNA sequence encoding a peptide derived 
from SEQ. ID NO.:l comprising an amino acid sequence beginning at the 558th marker of SEQ. 
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ID N0.:1 and ending at the 566th marker of SEQ. ID NO.:L The remaining claims have been 
withdrawn and/or canceled. Accordingly, Applicants respectfully submit that claims 1,3-5, and 
30 are definite under 35 U.S.C. § 112, second paragraph. 

Claim 13 was rejected under 35 U.S.C. § 112, second paragraph as being indefinite. 
Claim 13 is withdrawn. 

Claims 12-14 and 16 were rejected under 35 U.S.C. § 112, second paragraph as being 
indefinite. Claims 12-14 and 16 are withdrawn. 

Claims 4, 8 and 30 were rejected under 35 U.S.C. § 112, second paragraph as omitting 
essential steps according to the Examiner. Amended claim 4 reads "[t]he peptide of claim 1, 
wherein the peptide is transduced into the cells of prokaryotes or eukaryotes and administered in 
vivo through administration routes comprising intramuscular, intraperitoneal, intravein, oral, 
nasal, subcutaneous, intradermal, mucosal and inhaling routes." Amended claim 30 reads "[a] 
method of transducing a peptide into a prokaryotic or eukaryotic cell comprising: preparing a 
peptide construct comprising SEQ. ID NO.:l derived from human transcription factor SIM2 
beginning at the 558th marker of human transcription factor SIM2 and ending at the 566th 
marker of human transcription factor SM2, wherein the peptide includes a biologically active, 
functional or/and regulatory molecule; and delivering the peptide construct in vivo to a subject 
through administration routes comprising intramascular, intraperitoneal, intravein, oral, nasal, 
subcutaneous, intradermal, mucosal and inhalation routes." Thus, it is clear from the claim 
language that the peptide or peptide construct is delivered via standard delivery routes in vivo and 
tranduces a cell once it reaches the cell. Claim 8 is withdrawn. Applicants respectfully submit 
that the amendments in claims 4 and 30 overcome the Examiner's rejection. 

V. Claims Rejected Under 35 U.S.C. § 102 

A. 

Claims 1-3 were rejected under 35 U.S.C. § 102(a) as being anticipated by International 
Publication No. WO 01/57277 A2 to Perm et al. ("Pe««"). A claim is anticipated only if each and 
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every element as set forth in the claim is found, either expressly or inherently described, in a 
single prior art reference. MPEP 2131. Applicants respectfully submit that each and every 
element in amended claim 1 and its respective dependent claim is not set forth in the cited 
references. 

Amended claim 1 reads "[a] peptide comprising SEQ. ID NO.:l derived from human 
transcription factor SIM2 beginning at the 558th marker of human transcription factor SIM2 and 
ending at the 566th marker of human transcription factor SIM2, wherein the peptide is capable of 
transducing a biologically active, functional or/and regulatory molecule into prokaryotic cells or 
eukaryotic cells." The nine amino acid residue from the 558th marker of SEQ. ID NO.:l to the 
566th marker of SEQ. ED NO.:l consists of the sequence AKAARQAAR. By contrast, Penn 
describes genome-derived single exon microarrays useful for verifying the expression of regions 
of genomic DNA predicted to encode protein. {Penn, Field of Invention). SEQ. ID NO. :3 1606 of 
Penn includes a 96 amino acid residue which includes the sequence ARAARQAAR, or, more 
particularly, wherein a lysine is conservatively substituted for arginine when compared to the 
sequence of the claim 1. (Result 6 of Examiner's Search Strategy (.rag)). Thus, the cited 
reference does not disclose each and every element of independent claim 1 . Dependent claim 3 
depends from independent claim 1 and therefore includes all of its limitations. Accordingly, 
Applicants respectfully submit that independent claim 1 and dependent claim 3 are allowable 
over the cited reference. 

B. 

Claims 1-9, 11, 14-16 and 30 were rejected under 35 U.S.C. § 102(e) as being anticipated 
by U.S. Patent No. 6,780,642 to Narayanan ("Narayanan"). Applicants respectfully submit that 
Narayanan is not enabled with respect to amended independent claims 1, 5 and 30. Narayanan 
describes methods of detecting cancer in a biological sample by detecting SIM2 nucleic acid or 
protein in the sample and methods for treating cancer and identifying compounds that modulate 
SIM2 expression. (Narayanan, Abstract). Among the sequences disclosed in Narayanan is SEQ. 
ID NO.: 3 which is the native form of the human transcription factor SIM2 gene and contains 667 
amino acid residues. (Narayanan, col. 39-43). SEQ. ID NO.:3 is simply a repeat of U80456 of 
GenBank. (see GenBank U80456 available at 
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http://www.ncbi.nlm.niL^ Narayanan is not enabled with 

respect to SEQ. ID NO.:l of independent claims 1, 5 and 30 because Narayanan does not enable 
one skilled in the art to make and use the claimed invention. There is no indication that 
Narayanan specifically identifies SEQ. ID NO.rl or any of its newly discovered capabilities, as 
discovered by Applicants and claimed in the Application. Narayanan does not give any working 
examples of SEQ. ID NO.:l and is void in direction or guidance with respect to how to make and 
use SEQ. ID NO.:l. Moreover, if every newly discovered peptide, protein or nucleic acid 
sequence encoding a newly discovered peptide or protein derived from a known nucleic acid 
sequence precluded patentability, then no patent would issue for sequences, including the 
sequences disclosed in Narayanan. Accordingly, Applicants respectfully submit that independent 
claims 1, 5 and 30 are allowable over the cited reference. 

Applicants respectfully remind the Examiner that prior art rejections should ordinarily be 
confined strictly to the best available art. MPEP 706.02(1). The Examiner rejects the same claims 
(1-3) under both 35 U.S.C. § 102(a) and 102(e) citing different references. In subsequent any 
offices action, should one issue, Applicants respectfully request that the Examiner only cite the 
best reference in any rejection. 
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CONCLUSION 



In view of the foregoing, it is believed that all claims now pending patentably define the 
subject invention over the prior art of record and are in condition for allowance and such action is 
earnestly solicited at the earliest possible date. 

Respectfully submitted, 
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